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[LASER PRODUCTION NETWORK

Mr. Manuel Karos

Food and Drug Administration

Center for Devices and Radiological Heaith
1390 Piccard Drive

Rockville, MD 20857

Tel: (301) 594-4646

Fax: (301) 5944672

- Dear Mr. Karos,

T-558  P.05/05 Ff-BBB

LASER LIGHT SHOW NOTIFICATION

HFZ 312, ROOM 1352
DATE: 06/29/00
F.D.A. Variance # 77P0403

Attached please find a variance application and initial report with 4 copies of each for

Déja vu of Washington Park.

Should you have any questions, please contact me. Thank you

Best Regards,
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p J s Lptgreavs] AL R3S
DEPARATMENT OF nHEALTM AND HUMAN SERVICES AFPRO‘}'ACSI‘COFNRFgR A VARFlANCE i \I’lﬂll':”/ {hote, Aigan 11 I¥ae
PUBLIC HEALTH SERVICE 1040.71(c) FOR A DOCKET NuMBER
FOOD AND PRUG ADMINISTRATION LASER LIGHT SHOW, DISPLAY,
OR DEVICE

- NOTE: No laser light shaw, projeclion syslem, or device thay vafy {TOR comphance with 21 CFR 1040 11¢c) in desizn of wswe withow the appracal of s
apphuation 1 accordange with 21 CFR 1010.5.

INSTRUCTIONS
1 Check U apphuabhe Dowes NG s OF PRGNS Pegueaicd T NMail voar applicaton 10 1y Diachets Managpemen Bratt |HTA-305), Fowd and
MISFMuton Drug Admunisranoa, Ruvhi 4-67, S0 Fiahers Lane, Rockally, NID 20857,
2 Submnt un Organal and 10ur {4) vOpa 4 Enter Documehii Nutiber if wssigivd
1 NAME GF COMPANY
i i ton Park
2. APDRESS OF COMPANY {fmfinh £0P €Y (11701 Hus 1v nverd s diide st sboged slilrgss lsie §
3. NAME AND T\TLE OF RESPONSIBLE PERSON - / 4. TELEPRONE NO tim fande arcur vrech ) 5. DATE OF SUBMISSION
Larry Troesch 618-874-9334
& The appucant mqusals ThE valhbnce 16 0O n aliect 1gr 4 PBnoad of _3_ y&ars Irom 1he dals oY 12248
{u jeeeal, the Veven v ol wpyereve o vuftusivy for vnls Toeie weatfs 1] o loegiF INPitad o loppueesiet, s qasigdnaeiont sttt doo s i gd o et od 1y pgddicataon )
7 PRODUCT DESCRIPTION AND USE
a LIST NAME ANDIOR MODEL NumMBER(S) FOR THE LaSER LIGHT SMOww(S) anD PROJECTORS)
Iaserxpress
b PAODWCT FOR wWmiCH & VARIANCE 15 REQUESTED 1. PRODUCY 1S INTENDER TO BE WSED RT ANY ONE LOCATION
Bl s Laser pispLay nEvicE Kl MORE Tran 15 Davs <o
— [0 & PROUEETOR FOR a LAZER LICHT 8wy 0 MORE THAN § BUT NOT MORE TriaN 15 Bars
[ avaser LiGHT SHOW O LESS THAN 5 DaYS O
0 otmer Ut igs) 0
D 9. TOUR IS INTENDED 7O Run FOR
c PROJECTORS ARE INTENDED FOR SALE LEASE. OR LOAN TO OTHER MORE THAN & MONTHS
LRSER LIGHT SHOW PRODLICERS g P N ‘ co:z‘
1 H
o PRODUCT IS INTENRED FOR USE In & O (E3S Tran 1 MONTA
(0 PLANETaRium OR QTHER DOME PROJECTION STRUCTURE [0 NOT APPLICABLE tan w s =2
O rrgater 0O orHer (i —_— —
T HOTELMOTEL BALLROOM OR MEETING ROOM )
(] SToRE DiSPLarS n PRODUCT UTILIZES THE FO-LOWING LaSER EFFECTE=
rl
[0 TRaoE srow OR CONVENTION ] FRONT SCREEN PROJECTIONS -
3 DISCOTHEQUE OR NIGHT CLUB R ~=an scReen PROJECTIONS <
O pavicion O noLocraphic DisPLaYS S
[] wDOOR aRENA B MuLTIPLE REFLECTIONDIFFRACTION EFFECTS \TT
D OUTDOOR ARENA D AUBDIENCE SCANNING { 14308t lanky » sviaeanitets; snss awassifedes ety sogddssdliel oy v )
O museum & REFLECTIONS FROM STATIONARY mRRORS OR MIRRORED SURFACES
[J ouTDOOR UNENCLOSED AREA o e thuri)
G OTHER (Sa v/} STATIONARY IRRADIATION OF ROTATING MIRROR @ALLS, ETC
tavii1]) —
— ‘ SCANNING IRRADIATION OF ROTATING MIRROR BALLS, £TC
8 PRAPUCT 1S INTEMDED TO BE LSED O Fises oPTic PRGLECTIONS
@ aT QLY ONE i) LOCATION FOG, SMOKE OR OTHER SCATTERING ENNANCEMENT EFFECTS
] AT & VARIETY OF (uours LOCATIONS 0 otHER yawrrs) . e
[] QTHER {Masvta) —,
8. LASER RADIATION LEVELS
WASER MEDIVUM (37 raeNe a0 s WAVE LENGTRS (nmy PEAR POWER 11 i~y
DPSS 532 50 mWatts

9 IF AnY LABER RADIATION IS PULSEDR OR SCANNED CIVE THE PULSE PURATION AnD RATE anND SCANNING FREQUENCY AND AMPLITUDE

Scanning Frequency 0-35K, Scanning amplitude 0-45K

10 REASON FORf REQUESTING VARIANCE

EX COMPLIANCE WITH THE 1iniTS OF 21 CFR 1040 11(c) WOLLD RESTRICT THE INTENDED WSE OF THE PRODUCT BECAUSE COMPLIANCE WOULD LIMIT ThE OuTFUT
- POWER TO THE EXTENT THAT THE DESIRED EFFECTS wOULD NOT BE SUFFICIENTLY VISIBLE

] OtHER OR ADDITIONAL EXPLANATION 1un i

FORM Fn;\ 3147 (W87) 00 y _ /5“!7_3 ‘ VA/Q /
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" TR 1T IS PROPOSED TO DEVIATE FROM THE FROVISIONS OF 21 CFR 1040.11(¢) IN THAT THE ACCESSIBLE EMISSION LEVEL WOULD EXCEED THE
ACCESSIBLE EMISSION LIMITS SPECIFIED IN 21 CFR 1040 1%c)
£1 1T 15 PROPOSED TO DEVIATE FROM THE PROVISION OF 21 CFR 1020.11(c) AS FOLLOWS

LASER LIGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS USE OF POWER LEVELS IN
EXCESS OF THE LIMITS IMPOSED By 21 CFR 1040.11(c) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE MEDIA

T OTHER OR ADDITIONAL ADVANTAGES (gescnpe and eapiamn)

12 ﬁﬂANTAGES TO BE DERIVED FROM SUCH DEVIATION

13 EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Cneck as many Poags #s upply. in [tem 14 "Rumarks,™ justiy ahy DOacs
nec Yeﬂ, using addimanal Bneuts 4% Nuccssxdary. State any other means of radEtion Protecuon at will pa useq )

ALL LASER PRODUCTS, SYSTEMS, SMOWS, AND PROJECTORS Wikl BE CERTIFIED TO COMPLY WiTH 21 CFR 1040 10 AND TnE CONDt
TIONS OF THIS VARIANCE AND wWiLL BE REPORTED aS REQWIRED BY 21 CFR 1002 10 AND 1002.12 USING THE REPORTING GUIDES PRO-
VIRED FOR SUCH PURPOSE. TMESE ACTIONS WILL BE ACCOMPLISHED PRIOR TQ ANY INTRODUCTION INTO COMMERCE.

o Y EFFECTS NOT SPECIFICALLY INDICATED IN THIS VARIANCE APPLICATION WILL NOT BE PERFORMED NO OTHER EFFECTS WiLL BE
ADDED UNTIL. AN AMENDMENT TO THE VARIANCE MAS BEEN OBTAINED aND TME REQUIRED REPORTS OR SUPPLEMENTS, AS
- APPLICABLE, MAVE BEEN SUBMITTED.

SCANNING, PROJECTION, OR REFLECTION OF LASER AND COLLATERAL RADIATION (LIGHT SHOW RADIATION) INTO AUDIENCE OR OTHER
ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMITTED EXCEPT FOR DIFFUSE REFLECTIONS PRODUCED BY TrE ATMOSPHERE,
ADDED ATMOSPHERIC SCATTERING MEDIA, AND TARGET SCREENS.

a. LASER RaDIATION LEVELS IN EXCESS OF THE LIMITS OF CLASS | wiLL NOT BE PERMITTED AT ANY POINT LESS THAN 3.0 METERS ABOVE
ANY SURFACE UPON wrICH PERSONS OTHER THAN OPERATORS, PERFORMERS, OR EMPLOYEES ARE PERMITTED TO STAND OR 2.5
METERS BELOW OR IN LATERAL SEPARATION FROM ANY PLACE WHERE SUCH FERSONS ARE PERMITTED TO BE OPERATORS,
PERFORMERS, AND EMPLOYEES WILL NOT BE REQUIRED OR ALLOWED TO VIEW RADIATION ABOVE THE LIMITS OF CLASS 1 OR BE
EAPOSED TO RADIATION ABOVE TME LIMITS SPECIFIED IN 21 CFR 1040.17{c).

6. ? ANY PRODUCT WHICH RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CLASS LIMITS WILL INCORPORATE A SCANNING

a

n

SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION AND WHICH wiLL REACT FAST ENOUGH TO PRECLUDE EXCEERING
THE APPUCABLE LIMIT.

% ALL LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT AND PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S). THE

-

OPERATOR(S) WILL

(1) IMMEDIATELY TEAMINATE THE EMMISSION OF LIGHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION,

(2) BE LOCATED WHERE ALL BEAM PATHS CAN BE DIRECTLY OBSERVED AT ALL TIMES, AND

3) BE AN EMPLOYEE OF THE VARIANCE HOLPER WHO WiLL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF THE OPERATOR.

THE MAaXIMLIM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL REQUIRED TO OBTAIN Th INTENDED EFFECTS

THE PROJECTION SYSTEM (.E.. THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRODUCE THE LIGHTING EFFECTS) WiLL BE
SECURELY MOUNTEDR OR iMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAM LIMITERS WiLL BE PROVIDED
AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS, BEAM STOPS, TARGETS, £7C.

8 LASER PROJECTORS WiLL NOT BE DELIVERED TO aNY OTHER PARTY UNDER AN AGREEMENT OF SALE, LEASE, OR LOAN UNLESS AND
UNTIL THE RECIPIENT DEMONSTRATES THAT THEY HAVE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY TMAT PERMITS THEM TO
PRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR.

I IN ADDITION TO THE REQUIREMENTS OF 21 CFR 1040.10(h), THE MANUFACTURER OF LASER PROJECTORS/SYSTEMS WiLL PROVIDE TO
PARTIES wrO PURCHASE, LEASE, OR BORROW THE EQUIPMENT, ADEQUATE USER'S INSTRUCTIONS FOR SAFE INSTALLATION AND
OPERATION AND WHICH EXPLAIN THE RESPONSIBILITY OF ThE RECIPIENT AS AN INDEPENCENT LIGHT SHOW MANUFACTURER TO
SUBMIT THE REQUIRED REPORTS AND APPLY FOR AND OBTAIN A VARIANCE FROM CDAM PRIOR TO INTRODUCTION INTQ COMMERCE DF
ANY LASER LIGHT SHOWS :

* % THE REQUIREMENTS OF 21 CFR 1002.30ia1) AND (2) WiL.L BE ACCOMPLISHED THROUGH THE USE OF WRITTEN PROCEDURES FOR SETUP,
ALIGNMENT. TESTING, AND PERFORMANCE OF EACH SHOW, THESE PROCEDURES wikL BE IN SUFFICIENT DETAIL TO ENSURE COM-
PLIANCE WITH 21 CFR 1040 10, THE CONDITIONS OF THIS VARIANCE, AND THE CONTROL OF ACCESS TO RADIATION AREAS USING THE
PROCEDURES DESCRIBED IN THE ANSI Z136 1 STANDARD FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL STANPAADS INSTITUTE,
1430 BROADWAY, NEW YORK, NY 10018) OR ANY OTMER EQUIVALENT USER CONSENSUS STANDARD AND, WHERE APPLICABLE, STATE QR
LOCA|L REQUIREMENTS. LASER RADIATION AREAS WHICH CAN CONTAIN RADIATION LEVELS ABOVE ThE LIMITS SPECIFIED IN 21 CFR
1040 Y¥(c), Wil.l. BE CLEARLY IDENTIFIED BY THE POSTING OF WARNING SIGNS ANDIOR RESTRICTING ACCESS THROUGH PHYSICAL
MEANS (SUCH AS PRESSURE SWITCHES. PHOTOCELLS, BARRIERS, GUARDS, ETC ). THESE REQUIREMENTS APPLY TO TEMPORARY AREAS
(SUCH AS DURING SETUP AND ALIGNMENT PROCEDURES) AND TO FINAL OR PERMANENT AREAS. THE VARIANCE MOLDER wiLL RETAIN |
THE RECORDS OF THESE PROCEDURES AND THE RESULTS OF ALL TESTS AS REQUIRED BY 21 CFR 1002.31. A COPY OF THE VARIANCE ™~ -
APPLICATION, THE APPROVAL LETTER, CURRENT PROCEDURES, AND RECORDS RELATING TO EACH PARTICULAR BHOW WILL BE wiThH
THE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND WILL BE MADE AVAILABLE FOR INSPECTION BY FDA AND OTHER RESPONSI-
BLE AUTHORITIES.

3 @
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PROPOSED EFFECTS INCLUPING A STATEMENT OF THE MAXiMUM POWER OUTPUT INTENDED. SUCH NOTIFICATIONS WiLI. BE MADE, BuT
NOT NECESSARILY BE LIMITED, TO:

{1} TME CENTER FOR DEVICES AND RADIOLOGICAL HEALTH, OFFICE OF COMPLIANCE (HFZ-312), 8757 GEORGIA AVE, SILVER SPRING, MD
e 20910, PROVIDING THE INIT{AL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERARY FOR MOBILE SHOWS. IN ADD)-
TION, UNLESS ALL ASPECTS OF EACH SHOW HAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLY REFERENCED, EACH
NOTICE wiLl, INCLUDE DETAILED DESCRIPTIONS OF EACH SHOW AND A LISTING OF ALL EFFECTS TO BE PERFORMED IN SUFFICIENT
DETAIL TO CONFIRM COMPLIANCE WITH THE REGULATIONS AND THIS VARIANCE

{2} THE FEDERAL AVIATION ADMINISTRATION (FAA) FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (1.E., INCLUDING SET-UP,
ALIGNMENT, REMEARSALS, PERFORMANCES, ETC.). IF THE FAR OBJECTS TO ANY LASER EFFECTS, THE OBJECTIONS WLt BE RE-
SOLVED AND ANY CONDITIONS REQUESTED BY Faa wiLL BE ADHERER TO (F THESE CONDITIONS CAN NOT BE MET, THE OBJEC-
TIONABLE EFFECTS Wil BE DELETED FROM THE SmOw.

{3) STATE AND LOCAL RADIATION CONTROL QFFICES/AGENCIES FOR ALL SHOWS TO BE PERFORMED wiTrinN THEIR JURISDICTIONS. ALL
REQUIREMENTS OF STATE AND LOCAL LaW Wil.L BE SATISFIED AND ANY OBJECTIONS RAISED BY LOCAL AUTHQRITIES WILL BE RE-
SOLVED OR THE EFFECTS DELETED (LiSTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES AND
RADIOLOGICAL MEALTHM UPON REQUEST.)

° s

14. REMARKS

CERTIFICATION

1 CERTIFY that all of the acove informauon and statements are true, complew, and correct 10 tne best o! my hnowledge ang acknowledgs thar my
variance apphcanon may ve gemed or my vanance may pe révokad (f this apphcanon i1s found to be false, misiaading, O INCOITECT 11 any maienal way
| have sudmitted and will sudmat all repors requirad by 21 CFR 1002.10 ana 1002 12 op the laser equiprnent and show(s). | lurtner understand thar |
may De required by reguldtion or by the Diractor, Center tor Devices ana Radrological Hesitn, 10 supply Such other ntormation as may be hecassary 10
evaluadte and act on S apphcanon.

.\
—

~. 3 BIGNA 16. NAME (Type or Print) 17. TITLE
S Larry Troesch Laser Safety Officer

/7

FORM FRA 314“57) % U.S. GOVERNMENT PRINTING OFFICE:1987-185-695/69119 Pk. 7m




